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Disclaimer

The research leading to these results was
conducted as part of the Trials@Home consortium.
This presentation only reflects the personal view of
the stated authors and neither IMI nor the
European Union, EFPIA, or any Associated Partners
are responsible for any use that may be made of
the information contained herein.



Trials@Home project

The aim

Provide recommendations on Decentralised Clinical Trials (DCTs) in Europe

The consortium
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Agenda

The why and how of RADIAL Mira Zuidgeest 15:05-15:15 (10 min)

The co-creation of RADIAL Megan Heath & Sabine Dupont 15:15-15:25 (10 min)
Decentralised Elements and Technology Bart Lagerwaard 15:25-15:35 (10 min)

Petra Naster 15:35-16:00 (25 min)
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The why and
how of
RADIAL
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The why of the T@H RADIAL proof-of-concept study

@ RADIAL aims to assess the scientific and operational quality of a fully decentralised
and hybrid trial approach compared to a conventional trial approach

Primary study objective 1 Primary study objective 2
To explore potential To evaluate
benefits of DCT acceptability of
approacheson DCT approaches
participant by measuring
recruitment, variablesrelated to
retention, diversity, safety oversight,
site and patient treatment adherence
satisfaction, and cost. and data quality

The research leading to these results has receiv ed support from the EU/EFPIA Innov ativ e Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n® 831458. 7




The what of the T@H RADIAL proof-of-concept study

- Pan-EU, Parallel-group, open-label, multi-centre study ..
Participating

countries

« People with type 2 diabetes (with Hb1Ac 7-10%)
« Switch long-acting insulin

* Phase IV study

W

Denmark

&

UK

Poland

« Composed of 2 parts with 3 different arms:
« Part A - Site-based recruitment
« Conventional arm (x150)
* Hybrid arm (x150)

- Part B - Recruitment performed remotely

Germany Italy

* Remote arm (x300)

o 5K
Gmp efpia .
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The how of the T@H RADIAL proof-of-concept study

Screening period Conventional arm Treatment period 24 weeks

PART A
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Eligibility Start of study
check treatment
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End of study
treatment

‘ Planned contact Reporting timepoint Telehealth contact @ Phone call 'IIFL| Visit a site r:% Home nurse visit
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Important RADIAL features

Approved proof- Low intervention
of-concept study phase IV trial

Methodological IMP used within
objective with the market

KPIs as main authorisation
outcomes label

(RIRADIAL [ i) efpla

The research leading to these results has receiv ed support from the EU/EFPIA Innov

ative

Population familiar
with insulin

People with type
2 diabetes with
Hb1lAc 7-10%

already using
long-acting
iInsulin

Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.
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Key Performance Indicators as main outcomes

Hybrid and DCT
approaches need to meet
the same Key Performance
Indicators (KPIs) as
conventional
trial approaches for
generating valid and

appropriate data to allow
drawing appropriate
conclusions from the study
results

The RADIAL study will
focus on the
characterisation and
evaluation

of recognised KPIs
which reflect
scientificand
operational quality of
clinical trials
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RADIAL primary study objective 1

To explore potential
benefits of DCT

approacheson
participant
recruitment,
retention, diversity,
site and patient
satisfaction, and cost.
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RADIAL primary study objective 2

To evaluate
acceptability of
DCT approaches

by measuring
variablesrelated to
safety oversight,
treatment adherence
and data quality

LI

Delphi expert panel to
determine threshold
levels of acceptability
for these KPI for this

study
@HOME

S im0 efpia

The research leading to these results has receiv ed support from the EU/EFPIA Innov ativ e Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n® 831458. 13



The Co-
Creation of
RADIAL
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How are people with lived experience engaged In
research projects —roles and benefits

Research & Pre-clinical Review and

Development studies approvals

- Driving the research agenda and « Improving recruitment and * Benefits-Risk Assessment
prioritisation of early research retention (improved trials designs « HTA decisions
and protocols, enhanced target

. * Dissemination of results
community access)

« Understanding unmet needs

» Refining end points (patient-

centred outcomes) - Safety and ethics

Improved health outcomes and Increased therapeutic options Faster, more cost-effectivedrug
qguality of lifefor people development and approval
@HOME
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How PwD participate in Trials@Home — The
Patient Expert Panel

The Patient Expert Panel (PEP) is composed of seven PwD representative of the community in Europe plus one IDF Europe
coordinator:

PATIENT
EXPERT
PANEL

s has receiv ed support from the EU/EFPIA Innov ative Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n°® 831458. 17



How PwD participate in Trials@Home — The
Patient Expert Panel

The PEP provides advice, insights and inputs into all
Trials@Home Work Packages through ongoing, regular
participation as well as through special projects/initiatives.

The PEP ensures that the experiences, needs and perspectives
of people living with diabetes are reflected at all stages of the
research and project development process and during the
dissemination phase.
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PEP Engagement — structure & examples

Informed consentform
. Messaging framework Training _
Selection of Protocol Awareness Data feedbackto patient material UAT testing /
tech vendors development scripts User testing review Website testing
Q1 ‘ Q2 ‘ Q3 Q1 ‘ Q2 ‘ Q3 ‘ Q1
2021 2021 2021 AV AV 2022 2023
Semi-Annual Annual Semi-Annual
Meeting Meeting Meeting
(Brussels) (Wuppertal) (Valencia)

Active participation of the PEP throughout the project, embedded in WP2, WP3, WP4 and WP5

and in Annual/Semi-Annual Meetings

19
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Our Co-Creation Journey

@ Facilitators Barriers %

@ Advantages . Disadvantages @

(amp efpia
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Summary of key Regulatory considerations for DCT

| Onboarding, training & consent

* Compliance with divergent national regulationsin a heterogenous EU environment

(ﬁ 3 I Investigator responsibilities per ICH GCP

ek * Need to ensure adequate Investigator oversight of remote participants, personnel and procedures

@ I Safety and efficacy

* Adverse event reporting in remote setting, comparability of assessments in clinicvs. at home

.q% I Data integrity, participant rights & privacy

* |ID verification, appropriate data access & hosting, GCP compliance & inspections

21
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Elements &
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Decentralised elements in RADIAL

PART B PART B PART A

= l’_"&

eConsenting and

. Telemedicine Online recruitment Hom_e _nurse
esignature and pre-screening Visits
/7
..
V) H B 4

‘4

Remote monitoring Study app for Direct to patient At home sample
IMP adherence reportlngPéS(%AEs and shipment of IMP collection
ePROs
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Decentralised elements and complexity ...

Overview of
systems

PART A
o _

IRandomisation,

IMP allocation

Dosing data

Visits, (S)AEs, reports

Reports, diaries
and ePROs

o Site source documents

>

HblAc
> @ m] 4 O C?_r;tt:al %
> e

* O Glucose data

Manual entry by sites
Automated data transfers
Manual entry by participant



Overview of
systems

PART B
Study materials and IMP delivery

IMP orders

Enrolment, IMP
allocation Prescriptions

Address
details, study
matrials orders

Reports, diaries
and ePROs

Visits, (S)AEs, reports ’ Site source documents

Hb1AC O Central lab @

* O Glucose data ’ |

Glucometer

V Smartcap O

]
Dosing data Manual entry by sites
9 > MEMS O ’ Automated data transfers
— ] Manual entry by participant
MEMS App MEMS

monitoring tool



Investigator oversight in a DCT (RADIAL)

* In a conventional trial, the W Conventional

I Remote

participant is most of the time

‘remote’ (not at the clinical

trial site).

* Using (novel) technology the

Engagement

remote participant can be
brought ‘closer’to the

investigator Study timeline

**ox { )
.éRl'llgLMsE ° The research leading to these results has receiv ed support from the EU/EFPIA Innov ative Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n°® 831458. 27



How to maintain oversight when participants are
remote?

* In decentralised/hybrid arm, the investigator has access to tools to maintain oversight —
even though the participant does not physically visit the site.

) &

3

L
Continuous Remote Remote (Ad hoc)
reporting Data collection monitoring Telemedicine
or phone call

m ]
TRIALS
@HOME
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Continuous reporting

15:37 B ull T @)

Main Menu

Study yet to commence

Diary

Report Events

Tasks and Messages P

Meetings and Contact Requests

Training P

o H O & E e

T — ¥
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@HOME

The research leading to these results has receiv ed support from the EU/EFPIA Innov ativ e Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n® 831458. 29



Remote data collection and monitorin

MAIN MENU

Custom filters

{2 Home Page

Patients Adherence status

2 Patients list [ 7 ]

(All sites) v
® Help

Drag a column header and drop it here to group by that column

Site N
» 995_UseCases
» 995_UseCases
» 995_UseCases

» 995_UseCases

» 995_UseCases
3 995_UseCases

» 995_UseCases

TRIALS
@HOME

[Quick search

[

Patient code

A

UC1-OK

ucz-suB

UC3-TIT

UC4-MAN

UC5-MUL

UC6-ABS

UC7-DYN

Adherence Y Last adherence A

CcID Y  Lastread Y From date Y Todate Y
2999900 10/02/2023 10:00:07 | 03/02/2023 00:00:00 = 10/02/2023 23:59:59 | [ 100 % *
2c999901 10/02/2023 15:00:00 & 03/02/2023 00:00:00 | 10/02/2023 23:59:59 [ 10% Suboptimal adherence | _4
Potential titration in the
2c999902 10/02/2023 15:00:00 & 03/02/2023 00:00:00 | 10/02/2023 23:59:59 N 100 %
last 7 days § {
2c999903 10/02/2023 15:00
2c999904 10/02/2023 15:00 - ul
2c999905 05/02/2023 15:00
null null
30
24
18
12
6
) 1 '
02/08/2023 0210/2023
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Telemedicine

21:30 T e
Main Menu
Study yet to commence
Tasks and Messages P

Meetings and Contact Requests

Training P

) (- .o
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A remote site, a 24/7 clinical trial site?

* We cannot expect real-time review and follow-up on collected data and reports

* Risk-based approach

* Expectation management (for both site and participant)

P

Weekly ‘digests’
of dosing data

3 im> efpia

@HOME

J

Automated
alerts and
notifications

The research leading to these results has receiv ed support from the EU/EFPIA Innov ative Med

e

Reporting
timepoints
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The how of the T@H RADIAL proof-of-concept study

Screening period

PART A

IE

Conventic[al arm

Treatment period 24 weeks

U S

O O

PART B

O - O
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LS

-

bl Ll bl (5 blsl i
Remote agm
O O @ O O
&) &) L&) il il bt bt Lol
Week -6to -3 3to0 0 1 4 8 12 16 20
I
Eligibility Start of study

check treatment

)
24

24
|

End of study
treatment

‘ Planned contact Reporting timepoint Telehealth contact @ Phone call 'IIFL| Visit a site r:% Home nurse visit
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Messaging and Reminders

15:46 A w T 15:59 B T Important more »

Tasks and Messages Tasks and Messages

REPORTING TIMEPOINT m
less th inut

e ﬁ e c ﬁ bart E10 less than a minute ago
Reporting time point

R rti f ts, ds d t . . . . .

v:.? ?av'.’;i;’w".JSZf‘f.L?n’ZeT"Dﬁjeu%sz?‘Z:: w::f_ng?d you A reporting timepoint has been reported by participant 826990216. Please review the data as per protocol.

report all the changes in medications, medical events and .

hypos (if they occured)? Please check this and afterwards Reportlng of measurements,

confirm by clicking 'proceed’ below. dosage and events (RS)

s >N

PROCEED
A vy

Please contact the study team in case of
questions.

| confirm that my data is complete
(medical events, changes in medication,
hvpo form, if applicable)

<O

26-May-2023 13:59:05 UTC
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Notifications for Sites

15:40 A VT - @
Add - Report Medical Event RAD IA L
£ Ch
How severely are you affected by the A medical event has been reported by 826990216. It could qualify as a SAE based on the answers filled out in the form. Please review the
medical event? form.
Mild v

What action was taken with the study
drug as a result of this medical event?

Not applicable v

Did the medical event lead to any of the
following? °

v -select -

Significant enough to lead
you to seek advice from dical
healthcare professional

Bad enough to be admitted
to hospital or to seek
emergency medical support

No doctor's consultation
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Current
Status
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cCurrent status

Where are we now? Where are we going?

First country live: United Kingdom

« Systems are in place and will
go live soon Second wave to go live: planned for second

o : half July
* Logistics all set with one
exemption Third wave to go live: planned for August

« SIVs are being conducted Country order depends on contracting &
translations

The research leading to these results has receiv ed support from the EU/EFPIA Innov ative Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n°® 831458. 37




Shaping the futare of =
clinicaltrials

Furtherinformationon T@H and RADIAL

* Project website  www.trialsathome.com

 Contact us at trialsathome @umcutrecht.nl

The research leading to these results has receiv ed support from the EU/EFPIA Innov ative Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n°® 831458. 38



http://www.trialsathome.com/
mailto:trialsathome@umcutrecht.nl

TRIALS
@HOME

Than

The research leading to these results has receiv ed support from the EU/EFPIA Innov ative Medicines Initiativ e [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.



	Slide 1: Trials@Home proof-of-concept study RADIAL is ready for patient recruitment  
	Slide 2: Disclaimer
	Slide 3: Trials@Home project
	Slide 4: Agenda
	Slide 5: The why and how of RADIAL  
	Slide 6
	Slide 7: The why of the T@H RADIAL proof-of-concept study
	Slide 8: The what of the T@H RADIAL proof-of-concept study
	Slide 9: The how of the T@H RADIAL proof-of-concept study
	Slide 10: Important RADIAL features
	Slide 11: Key Performance Indicators as main outcomes
	Slide 12: RADIAL primary study objective 1
	Slide 13: RADIAL primary study objective 2
	Slide 14: The Co-Creation of RADIAL 
	Slide 15
	Slide 16: How are people with lived experience engaged in research projects – roles and benefits
	Slide 17: How PwD participate in Trials@Home – The Patient Expert Panel
	Slide 18: How PwD participate in Trials@Home – The Patient Expert Panel
	Slide 19: PEP Engagement – structure & examples 
	Slide 20: Our Co-Creation Journey
	Slide 21: Summary of key Regulatory considerations for DCT
	Slide 22: Decentralised Elements & Technology
	Slide 23
	Slide 24: Decentralised elements in RADIAL
	Slide 25
	Slide 26
	Slide 27: Investigator oversight in a DCT (RADIAL)
	Slide 28: How to maintain oversight when participants are remote?
	Slide 29
	Slide 30
	Slide 31
	Slide 32: A remote site, a 24/7 clinical trial site?
	Slide 33: The how of the T@H RADIAL proof-of-concept study
	Slide 34: Messaging and Reminders
	Slide 35: Notifications for Sites
	Slide 36: Current Status
	Slide 37: Current status
	Slide 38
	Slide 39: Thank you

